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In the application: ) 

Serial No. 08/704,159 ) 

For: MULTIVALENT VACCINE FOR ) 

CLOSTRIDIUM BOTULINUM J 

NEUROTOXIN J 



In the matter of the above- identified application, I hereby 
appoint as associate attorneys: 

e. fitmrt. Reft. No. frank J. U* »» as.fl42. Robott P. Pw«., B.tf. Wo. 32^P, 

KMrta » b. M .mh«. to B . n». 3B. mi. e«. cu-h.* * .* Nb. ae.n*. Jo Anm M- Yb»b»n, Baa, Ma 42,243 

Linda jUhjaa gfi& RBa - No. 3W -Bfla «wd gMffl j - Mumm. No. A6.9S7 

for the purpose of obtaining certified copies of this application 
and a complete file history in the Patent and Trademark Office. 



ASSOCIATE POWER OF A TTORNEY 



Assist. Commissioner for Patents 
Washington. DC 20231 



Sir: 



signed this day of 




2001. 



Stephen Donovan 
Attorney for Applicant 
Reg. No. 33,433 
Allergan - T2/2E 




PO Box 19534 
Irvine, CA 92623-9534 
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In the application of: 
Williams et al. 

Serial No. 08/704.159 

Filed: AugU3t 28. 1996 

For: MULTIVALENT VACCINE FOR 
CLOSTRIDIUM BOTULINUM 
NEUROTOXIN 



Assist. Commissioner for Patents 
Washington. DC 20231 

Sir " in the matter of the above -identified application. I hereby 
appoint as associate attorneys: 
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to prosecute said application, to make alterations and amendments 
therein, and to transact all business in the Patent and Trademark 
Office connected therewith. 
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Please direct all correapondeace and telephone callo to: 

Frank J. Uxa 
4 Venture, suite 300 
Irvine. CA 92618 
Telephone: (949) 450-1750 
Facsimile: (949) 450-1764 



Signed this 
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2001. 



scepnw Donovan 
Attorney for Applicant 
Reg. No. 33.433 
Allergan - T2/2E 
PO Box 19534 
Irvine. CA. 92623-9534 
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

PATENT 



In re application of : 
Williams ET AL 

Serial No. 08/704,159 

Filed: August 28, 1996 

For: MULTIVALENT VACCINE "FOR 
CLOSTRIDIUM BOTULINUM 
NEUROTOXIN 

CERTIFICATE OF FACSIMILE TRANSMISSION 

I hereby certify that this, paper for 
Application Serial No. 0%/?^j /$'f is be i ng 
facsimile transmitted to the Patent/and^ 
Trademark Office fax number / Z&& ~ WZ */Z 

on the date shown below. ^ 

Q£C£^yj 3. la?/ 



Group Art Unit: 1648 
Examiner: Li, B. 



3* 



ASSOCIATE POWER OF ATTORNEY 

Honorable Commissioner for Patents 
Washington, DC 2 0231 

Sir: 

In the matter of the above-identified application, I hereby 
appoint as an associate attorney : 

Kvle Yesland, Reg. No. 45,526 

to prosecute said application, to make alterations and amendments 
therein, and to transact all business in the Patent and Trademark 
Office connected therewith. 

Signed this 3'*° day of 2fec&r> 2001. 




Frcfrfk' J . Uxc 
Attorney fo^ Applicant 
Reg. No. 25,612 
4 Venture, Suite 300 
Irvine, CA 92618 
Telephone: (94 9) 450-1750 
Facsimile: (949) 450-1764 
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DECLARATION FOR PATENT APPLICATION 

Serial No.: 08/704,159 
Filed: 08/28/96 

As a below-named inventor, I hereby declare that: 

My residence, post office address and citizenship are as stated next to my name. I believe I am an orieinal first and ioint :„„„ . 
of the subject matter which is claimed and for which a patent is sought on the invention emit ted \MU ^ALEOT^SlTSi? 
CLOSTRIDIUM BOTULINUM NEUROTOXIN, the specification^ which is attached hereto 1 ^^U^SSiSS 
-^understand the contents of the above-identified specification, including the Cairns, as amended by any amendment re^d to 

^l^^^T^^ WhiCh " mat£rial * ^ " " «* ~» «■ —dance with Title 37, 

I hereby claim the benefit under Title 35, United States Code, § 120 of any United States applications) listed below and insofar as 
the subject matter of each of the clatms of this application is not disclosed in the prior United States application in the manner ^ ovided 
cS^H 3 , 5 ' Un ' te K d St3teS C ° de ' § ' U ' 1 acI ™ le ^the duty to disclose material information as deTned n 

p T C^nt^ Whkh — d "~- «" - «"* *" «n and the nationa, or 

° 8/4 ° 5 - 496 03/16/95 Pending 



Application Serial No. Filing Date ^ 

l~Mltt^t M "%TT m . 3de !! erein ° f my ° W " kn ° Wledge 3re trUC and that 3,1 statements made ™ information and belief 

?d? H T r " that thCSe StatemCntS WCre m3de Wi,h the know,ed S e ,hat wi,lft " false stat ™ents and the like so 
made are pumshable by fine or .mpnsonment or both, under § 1001 of Title 18 of the United States Code and that such willful false 
statements may jeopardize the validity of the application or any patent issued thereon. 

Full Name of Sole or First Inventor: James A. Williams 

Inventor's Signature: Q^^, . 4^<^^-, ■ D ^ ([ /{ ^ 

Residence: 6420 Pueblo Court. Lincoln, Nebraska 68516 

Citizenship: United States of America " : 

Post Office Address: 6420 Pueblo Court. Lincoln. Nebraska 68516 ~ 



Full Name of Second Joint Inventor: Bruce S. Thalley 

Inventor's Signature: - D 

Residence: 126 Marinett e Trail. Madison. Wisconsin 53705 
Citizenship: United States of America 



Post Office Address: 126 Marinette Trail. Madison. Wisconsin 5370S 
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AGREEMENT 

^ u , AGREEMENT has an effective date of March 21 . 2000 and is between 
Ophidian Pharmaceuticals, Inc., a Delaware Corporation having a place of business 
at 5445 East Cheryl Parkway, Madison, Wisconsin 5371 1 ("OPHIDIAN") and 
Allergan, Inc., a Delaware Corporation, having a place of business at 2525 Dupont 
Dnve, Irvine, California 92612, and its affiliate Allergan Botox Limited, an Irish 
corporation (collectively "ALLERGAN"). 

•?* 

WHEREAS OPHIDIAN is the owner of certain patents and patent applications 
relating to recombinant botulinum toxins; 

WHEREAS, ALLERGAN wishes to acquire the entire right, title and interest in 
OPHID*AN reCOmbinant botu,inum toxins P atents a nd applications owned by 

NOW, THEREFORE, THE PARTIES AGREE AS FOLLOWS: 

"PATENT ESTATE" means the patents and patent applications set forth on the 
attached Appendix 1. 

1 . Upon the receipt of payment as set forth in paragraph 4, OPHIDIAN 
hereby sells, assigns, transfers and sets over to ALLERGAN, all right, title and 
interest, throughout the world, possessed by OPHIDIAN in and to the PATENT 
ESTATE. 

2. Upon the receipt of payment as set forth in paragraph 4 OPHIDIAN 
hereby grants ALLERGAN a royalty free, fully paid up, and irrevocable license in and 
to any claims in any United States patents and patent applications (and resulting 
patent or patents), and to any foreign patents and patent applications (and resulting 
patent or patents), owned by OPHIDIAN or in which OPHIDIAN acquires rights in or 
to within a five year period subsequent to the date of this Agreement, which claims 
cover any non-type A recombinant botulinum toxin or a derivative or fragment 
thereof, or a process for making or using any non-type A recombinant botulinum toxin 

A f /.f nm-!-^?, r ^ a 2?? nt thereof ' and whlch is not set forth on the attached Appendix 
A ( ADDITIONAL PATENT ESTATE"). This license wili expire when there is no 
longer at least one patent within the ADDITIONAL PATENT ESTATE which has at 
least one unexpired claim. 

3. Upon the receipt of payment as set forth in paragraph 4, OPHIDIAN 
hereby grants ALLERGAN a right of first negotiation regarding any assignment of or 
license to any claims of any United States patent or patent application, and to any 
foreign patent or patent application, owned by OPHIDIAN or in which OPHIDIAN 
acquires rights in or to, which claims cover any non-type A recombinant botulinum 
toxin or a denvative or fragment thereof, or a process for making or using any non- 
type A recombinant botulinum toxin or derivative or fragment, and which is not within 



. the scope of articles 1 or 2 above. Thus, the right of first negotiation set forth in this 
article 3 with regard to a license does not come into effect until March 21 , 2005. The 
right of first negotiation set forth in this article 3 with regard to an assignment comes 
into effect as of March 21 , 2000. 

4. In consideration of the foregoing, within ten (10) days of the effective 
date of this Agreement, ALLERGAN agrees to deliver to OPHIDIAN 



5. ALLERGAN acknowledges that the assignment of the PATENT 
ESTATE is subject to a license granted by OPHIDIAN to the United States of 
America, a copy of which license is attached hereto as Appendix 2 (the LICENSE"). 
ALLERGAN understands and acknowledges that, as the assignee of the PATENT 
ESTATE, it is bound by the terms of the LICENSE. 

6. Within seven (7) days of the effective date of this Agreement, 
OPHIDIAN shall submit the LICENSE to the U.S. Patent and Trademark Office for 
recordation, and shall also simultaneously furnish a copy of the LICENSE to 
appropriate United States government officials as notice to the licensee of the 
granting of the LICENSE. 

7. OPHIDIAN agrees to cooperate fully, at ALLERGAN's expense, to 
assist ALLERGAN in executing and filing such documents as may be necessary or 
prudent to vest ownership of the PATENT ESTATE in ALLERGAN. OPHIDIAN also 
agrees to cooperate fully, at ALLERGAN's expense, to assist ALLERGAN in 
prosecuting, enforcing or defending any of the PATENT ESTATE, and OPHIDIAN 
further covenants and agrees that it will communicate to ALLERGAN or to its 
successors, legal representatives and assigns, any facts known to it regarding the 
PATENT ESTATE, and testify in any legal proceeding, sign all lawful papers, execute 
all divisional, continuation-in-part, continuing and reissue applications, make all 
rightful oaths and generally do everything possible to aid ALLERGAN or Its 
successors, legal representatives and assigns, to obtain and enforce proper patent 
protection for the PATENT ESTATE in all countries. 

8. OPHIDIAN and its employees and officers agree to sign and promptly 
return to ALLERGAN all required documents such as declarations of inventorship, 
assignment documents and patent prosecution related documents and declarations 
so that ALLERGAN can file and expeditiously prosecute one or more patent 
applications, as it may decide in relation to the PATENT ESTATE. 

9. OPHIDiAN represents and warrants that it owns the entire right, title 
and interest in the PATENT ESTATE and that it has full power and authority to enter 
into this AgreemenL 

1 0. OPHIDIAN hereby represents and warrants that it has no knowledge, 
except as otherwise disclosed to ALLERGAN prior to the signing of this Agreement, 



( 



•that the exercise of the PATENT ESTATE would or might infringe the rights, including 
patent rights, of any third party, and that it has no knowledge of and that no claims 
have been made from which it can be inferred that any claim of any patent or 
application encompassed by the PATENT ESTATE is or may be invalid. 

1 1 . The parties hereto shall consult with each other before issuing any 
public announcement or press release, or otherwise making any public statement 
with respect to this Agreement, or the subject matter hereof and neither of them shall 
issue or make any public statement prior to obtaining the other party's approval, 
which approval shall not be unreasonably withheld or delayed. No such approval 
shall be necessary to the extent disclosure may be required by applicable law or the 
rules or regulation of any stock exchange. However the party preparing to make any 
such disclosure shall provide the other party reasonable prior notice of the timing and 
content of any such disclosure. The parties will use reasonable effects to coordinate 
an initial public statement, if any, relating to this Agreement so that any such public 
statement by each party can be made contemporaneously. 

12. OPHIDIAN agrees that it will not challenge the validity, scope or 
enforceability of any of the PATENT ESTATE. 

13. The parties' confidential disclosure agreement executed on 3 February 
2000 and modified 10 February 2000 is attached hereto and incorporated herein by 
reference. 

14. This Agreement may be amended or modified only by written 
instrument executed by all the parties hereto. 

15. Notices shall be in writing and may be delivered by certified mail 
addressed to the parties at the addresses listed at the beginning of this agreement or 
such other address as either party may direct by written notice. Notices shall be 
deemed to have been given upon actual receipt or within three (3) days of mailing by 
first class mail in the United States of America. 

16. The relationship of the parties under this Agreement is one of 
independent contractors only. In no event shall either party, or any of its employees, 
agents, servants or contractors be deemed agents or employees of the other party. 
Neither party has any authority to bind or obligate or incur any liability on behalf of the 
other, and no such authority shall be implied. 

1 7. Any controversy or claim arising out of or relating to this Agreement, or 
the breach thereof, shall be settled by binding arbitration by an entity, such as JAMS 
or ENDISPUTE which uses retired judicial officers as arbitrators, and judgment upon 
the award rendered by the arbitrator(s) may be entered in any court having 
jurisdiction thereof. The parties shall bear their own costs of arbitration, and shall 
bear an equal share of the arbitrator's fees and expenses unless the arbitrator finds 
that the party seeking arbitration is acting in bad faith, or frivolously, or in a manner 



. calculated to harass the defending party, in which case the arbitrator may assess all 
or a greater portion of the costs of arbitration, including actual attorneys fees, against 
the party who originally sought the arbitration. If arbitration is requested by 
ALLERGAN, any arbitration proceeding will take place in Wisconsin applying 
Wisconsin law. If arbitration is requested by OPHIDIAN, any arbitration proceeding 
will take place in California applying California law. 

18. This Agreement shall be binding upon and enure to the benefit of the 
parties hereto and to their successors and assigns. s s 

19. This agreement constitutes the entire understanding between the 
parties with respect to the subject matter hereof and may be amended or modified 
only by written instrument executed by all the parties hereto. This agreement 
supercedes all previous communications, representations, understandings and 
agreements, either oral or written, between the parties or any official or 
representative thereof with respect to the subject of this Agreement. No 
representations or warranties are given by either party except for those set forth 
herein. 

IN WITNESS WHEREOF, the parties hereto have affixed their signatures as of 
the date shown given. 




Date: March 2000 



Date: March >\ ,2000 



ALLERGAN BOTOX LIMITED A 

Law I 




tment 
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AGREEMENT 



THIS AGREEMENT has an effective date of March 21, 2000 and is between 
Ophidian Pharmaceuticals, Inc., a Delaware Corporation having a place of business 
at 5445 East Cheryl Parkway, Madison, Wisconsin 5371 1 ("OPHIDIAN") and 
Allergan, Inc., a Delaware Corporation, having a place of business at 2525 Dupont 
Drive, Irvine, California 92612, and its affiliate Allergan Botox Limited, an Irish 
corporation (collectively "ALLERGAN"). 

WHEREAS OPHIDIAN is the owner of certain patents and patent applications 
relating to recombinant botulinum toxins; 

WHEREAS, ALLERGAN wishes to acquire the entire right, title and interest in 
and to the recombinant botulinum toxins patents and applications owned bv 
OPHIDIAN; y 

NOW, THEREFORE, THE PARTIES AGREE AS FOLLOWS: 

"PATENT PROPERTIES" means the patents and patent applications set forth 
on the attached Appendix A. 

1 . Upon receipt of payment as set forth in paragraph 4, OPHIDIAN 
hereby sells, assigns, transfers and sets over to ALLERGAN, all right, title and 
interest, throughout the world, possessed by OPHIDIAN in and to the PATENT 
PROPERTIES. 

2. Upon receipt of payment as set forth in paragraph 4, OPHIDIAN 
hereby grants ALLERGAN a royalty free, fully paid up, and irrevocable license in and 
to any claims in any United States patents and patent applications (and resulting 
patent or patents), and to any foreign patents and patent applications (and resulting 
patent or patents), currently owned by OPHIDIAN or in which OPHIDIAN acquires 
rights in or to within a five year period subsequent to the effective date of this 
Agreement, which claims cover any type A recombinant botulinum toxin or a 
derivative or fragment thereof, or a process for making or using any type A 
recombinant botulinum toxin or derivative or fragment thereof, and which is nbt set 
forth on the attached Appendix A ("ADDITIONAL PATENT PROPERTIES"). This 
license will expire when there is no longer at least one patent within the ADDITIONAL 
PATENT PROPERTIES which has at least one unexpired claim. 

3. Upon receipt of payment as set forth in paragraph 4, OPHIDIAN 
hereby grants ALLERGAN a right of first negotiation regarding any assignment of or 
license to any claim in any United States patent or patent application, and to any 
foreign patent or patent application, owned by OPHIDIAN or in which OPHIDIAN 
acquires rights in or to, which claims cover any type A recombinant botulinum toxin or 
a derivative or fragment thereof, or a process for making or using any type A 
recombinant botulinum toxin or derivative or fragment, and which is not within the 



scope of articles 1 or 2 above. Thus, the right of first negotiation set forth in this 
article 3 with regard to a license does not come into effect until March 21, 2005. The 
right of first negotiation set forth in this article 3 with regard to an assignment comes 
into effect as of March 21 , 2000. 

4. In consideration of the foregoing, within ten (1 0) days of the effective 
date of this Aareement, ALLERGAN agrees to deliver to OPHIDIAN 



5. ALLERGAN acknowledges that the assignment of the PATENT 
PROPERTIES is subject to a license granted by OPHIDIAN to the United States of 
America, a copy of which license is attached hereto as Appendix "B" (the LICENSE"). 
ALLERGAN understands and acknowledges that, as the assignee of the PATENT 
PROPERTIES, it is bound by the terms of the LICENSE. ALLERGAN grants an 
exclusive license back to OPHIDIAN as to the claims of the South African Patent 
95/8990 directed to C. difficile (see LICENSE B attached as Appendix C). 

6. Within seven (7) days of the effective date of this Agreement, 
OPHIDIAN shall submit the executed LICENSE to the U.S. Patent and Trademark 
Office for recordation, and shall also furnish a copy of the LICENSE to appropriate 
United States government officials as notice to the licensee of the granting of the 
LICENSE. 

7. OPHIDIAN agrees to cooperate fully, at ALLERGAN's expense, to 
assist ALLERGAN in executing and filing such documents as may be necessary or 
prudent to vest ownership of the PATENT PROPERTIES in ALLERGAN. OPHIDIAN 
also agrees to cooperate fully, at ALLERGAN's expense, to assist ALLERGAN in 
prosecuting, enforcing or defending any of the PATENT PROPERTIES, and 
OPHIDIAN further covenants and agrees that it will communicate to ALLERGAN or to 
its successors, legal representatives and assigns, any facts known to it regarding the 
PATENT PROPERTIES, and testify in any legal proceeding, sign all lawful papers, 
execute all divisional, continuation-in-part, continuing and reissue applications, make 
all rightful oaths and generally do everything possible to aid ALLERGAN or its 
successors, legal representatives and assigns, to obtain and enforce proper patent 
protection for the PATENT PROPERTIES in all countries. 

8. OPHIDIAN and its employees and officers agree to sign and promptly 
return to ALLERGAN all required documents such as declarations of inventorship, 
assignment documents and patent prosecution related documents and declarations 
so that ALLERGAN can file and expeditiously prosecute one or more patent 
applications, as it may decide in relation to the PATENT PROPERTIES. 

9. OPHIDIAN represents and warrants that it owns the entire right, title 
and interest in the PATENT PROPERTIES and that it has full power and authority to 
enter into this Agreement. 



1 0. OPHIDIAN hereby represents and warrants that it has no knowledge, 
except as otherwise disclosed to ALLERGAN prior to the signing of this Agreement] 
that the exercise of the PATENT PROPERTIES would or might infringe the rights, 
including patent rights, of any third party, and that it has no knowledge of and that no 
claims have been made from which it can be inferred that any claim of any patent or 
application encompassed by the PATENT PROPERTIES is or may be invalid. 

11. The parties hereto shall consult with each other before issuing any 
public announcement or press release, or otherwise making any public statement 
with respect to this Agreement, or the subject matter hereof and neither of them shall 
issue or make any public statement prior to obtaining the other party's approval, 
which approval shall not be unreasonably withheld or delayed. No such approval 
shall be necessary to the extent disclosure may be required by applicable law or the 
rules or regulation of any stock exchange. However the party preparing to make any 
such disclosure shall provide the other party reasonable prior notice of the timing and 
content of any such disclosure. The parties will use reasonable effects to coordinate 
an initial public statement, if any, relating to this Agreement so that any such public 
statement by each party can be made contemporaneously. 

12. OPHIDIAN agrees that it will not challenge the validity, scope or 
enforceability of any of the PATENT PROPERTIES. 

13. The parties' confidential disclosure agreement executed on 3 February 
2000 and modified 10 February 2000 is attached hereto and incorporated herein by 
reference. 

14. This Agreement may be amended or modified only by written 
instrument executed by all the parties hereto. 

15. Notices shall be in writing and may be delivered by certified mail 
addressed to the parties at the addresses listed at the beginning of this agreement or 
such other address as either party may direct by written notice. Notices shall be 
deemed to have been given upon actual receipt or within three (3) days of mailing by 
first class mail in the United States of America. 

16. The relationship of the parties under this Agreement is one of 
independent contractors only. In no event shall either party, or any of its employees, 
agents, servants or contractors be deemed agents or employees of the other party. 
Neither party has any authority to bind or obligate or incur any liability on behalf of the 
other, and no such authority shall be implied. 

17. Any controversy or claim arising out of or relating to this Agreement, or 
the breach thereof, shall be settled by binding arbitration by an entity, such as JAMS 
or ENDISPUTE which uses retired judicial officers as arbitrators, and judgment upon 
the award rendered by the arbitrator(s) may be entered in any court having 
jurisdiction thereof. The parties shall bear their own costs of arbitration, and shall 



bear an equal share of the arbitrator's fees and expenses unless the arbitrator finds 
that the party seeking arbitration is acting in bad faith, or frivolously, or in a manner 
calculated to harass the defending party, in which case the arbitrator may assess all 
or a greater portion of the costs of arbitration, including actual attorneys fees, against 
the party who originally sought the arbitration. If arbitration is requested by 
ALLERGAN, any arbitration proceeding will take place in Wisconsin applying 
Wisconsin law. If arbitration is requested by OPHIDIAN, any arbitration proceeding 
will take place in California applying California law. 

18. This Agreement Shall be binding upon and enure to the benefit of the 
parties hereto and to their successors and assigns. 

19. This agreement constitutes the entire understanding between the 
parties with respect to the subject matter hereof and may be amended or modified 
only by written instrument executed by all the parties hereto. This agreement 
supercedes all previous communications, representations, understandings and 
agreements, either oral or written, between the parties or any official or 
representative thereof with respect to the subject of this Agreement. No 
representations or warranties are given by either party except for those set forth 
herein. 

IN WITNESS WHEREOF, the parties hereto have affixed their signatures as of 
the date shown given. 



President and Chief Executive Officer President, Research & Development 




Date: March 2?, 2000 



Date: March 3 1 ,2000 




ALLERGAN BOTOX LIMITED 



Date: March 3 J , 2000 



